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‘;***: DELEGATION OF THE EUROPEAN COMMISSION
2300 M Street, NW Washington, DC 20037, U.S.A. Fax No: \Q@g
telephone: 202-862-8500 fax: 202-429-1766 Date: July 30, 2003
website:  http://www.eurunion.org - Coverplus 3 page
Chrono:
to: SPS Notification Authority of the USA from: Charlotte Hebabrand
USDA/FAS/FSTSD
Attn: Carolyn F. Wilson (LO i:_
Stop 1027. Room 5545
South Agriculture Building
1400 Independence Avenue, SW
Washington, DC 20250
fax: 202 690 0877 ext: 9515

subject:

EC Comments to the legal text notifled by USA in notice G/SPS/N/USA/701

Dear Sir or Madam,

Please find herswith the EC comments to the draft regulatory text notified in the notice

mentioned above.

It would be appreciated very much that any reply to this fax be copied also to the appropriats

DG SANCO office in Brussels, as follows:

Mr Henri Belveze

EC SPS Notification Authority
DG SANCO E 03
Commission européenne
B-1048 Bruxslles, Belgium

Tel: (32 2) 256 2812
Fax: (32 2) 299 8090 / 286 2792
e-mail: henri.belveze@cec.eu.int

Gérard Depayre
Chargé d'Affaires a.i
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E3/TLP/EBPAn D(2003) 531778
FAx
avi SrD INOUNCATION ALIOTILY of USA, Lelepnome:  -+] (202)720 2239
USDA/FAS/FSTSD : Fax; +1 (202)690 0677
At Carolyn F, Wilson.
Stop 1027, Room 5545
South Agriculture Bullding.
1400 Independence Avamue,
SW. Washington, D.C. 20250
From; Henri BELVEZE Telephone: +(32-2)2962812
SANCO/E/03 '
Fax: +(32-2)2998090
+(32-2)2962792
Copy to EC Delegation in Washington Telephome  +1(202) 862.9500
2300 M Street, NW, Fax +] (202)425.1766
WASHINGTON D.C. 20037-1434
A. CHECCHI LANG SANCO/R F101 7/58 Fax 64286
K.F.FALKENBERG 'TRADE/C CIIAR B/114 Fax 51808
P. TESTORI SANCOD B232 4/95 Fax 50288
3. LECRENIER ENTR/FO1 8C1s 1/61 Fax 98043
SANCO sps SANCO E03 F101 4/76 Fax oRNAn
SuULEL; EC Comments to the legal text notified by the USA in netice G/SPS/N/USA/ 701
Message:
Dear Madam or Sir

Please find annexed the EC comments to the draft regulatory text notified in the motice
mentioned in subject,

It would be very much appreciated thet any reply to this fax be copied too to our EC delegation
(See the address sbove),

P.0,

EC SP§ Notification Authority
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COMMENTS TO THE UNITED STATES NOTIFICATION AUTHORITY' CONCERNING THE
FPROPOSED RULES TQO REVISE INFANT FORMULA REGULATIONS NOTIFIED TO THE WTO’
SANITARY AND PHYTOSANITARY (SPS) AGREEMENT ' SECRETARIAT UNDER CODE
G/SPS/N/USA/701 An,1 '

(PREPARED BY THE EC CONTACT POINT. BRUSSELS, 29/JULY/2003)

In notice G/SPS/N/USA/701/Add.1 4 July 2003, the US Food and Drug Administration (FDA)
informs Members States of the WIO Agrecment on the Application of Sagitary and
Phytosanitary measures (the SPS Agreemont) that is extending’ until 27 August 2003, the
comment period for the proposed rule, published in the Federal Register of 9 July 1996
(61 FR 36154), to revise its infunt formula regulations in 21 CFR parts 106 and 107.

According to this notice, the proposal would establish requirements for current good
menufacturing practice (CGMP) and audits, establish requiremnents for quality factors, and

ameond it quality control procedures, notification, and records and Ieports requirements for
infant formula. - '

In document ‘Currens Good Manufaciuring Practice, Quality Control Procedures, Quality
Factors, Notification Requirements, and Records and Reports for the Production of Infant
Formula; Reopening of the Comment Period” (Federal Register/Vol. 68, No 81), the US
Depertruent of Health and Human Setvices is asking for comments an. whether there is a need
to include microbiological requirement for Enterobacter sakazakii,

The EC Notfication Authority thanks the USA for allowing to comment on these impartant
texts and, in response of the request is glad to provide the following comment on this queetion.

1. While it is obvious that E. sakazakii in infant formulae may form a risk for newborn babies,
there are not yet comprehensive risk assessments available on this risk, Therefore it is
difficult to evaluate which risk management options would be most suitable for preventing
this risk. Guidelines for the preparation of the product before the final use would be
eszentiel. Microbiological criteria may be one option, but their ability to reduce the human
health risk depends on & number of factors, such as the prevalence and contamination leve]
of the bacteris and the sampling plans used. '

2. In view of what it is described above, and in order to propose the appropriate legjslative
initiatives, the Ewmpean Commission aims to address & question to the European Food
Safety Authority (EFSA) regarding the microbiological risks in infant formulas. The EFSA.
will be asked to assess thess risks, including £ sakazakii, and to evaluate the efficacy of

USDA/FAS/FSTSD. Atm: Carolyn F. Wilson. Swp 1027, Room 5545 Sounth Agriculture Buildimg. 1400
Indopendence Avenue, SW. Washington, D.C. 20250, Telephone: +(202)720 22 39, Telefax: +(202)690 06
77. Broail/Intsrnet: ofsts@fas nsda gov and . wilsonc@fes.usda.gov
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different risk management options % control these risks, Based on this sclentxﬁc advice, the
Commission will propose the appropriate actions to be taken.

3. The EC Notification Autherity respectfully request the USA provide the following
information,

o s it avallable to the USA FDA a rl.sk assessment or a risk profile analysis to support
the proposed measures?

and if that is the cass,

» Could the USA FDA submit a copy of these documents to the EC for furiher
evaluation?

The BEC thankn agein the USA for its notification and is eager to know the USA replies to the
questions in point 3.
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